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Office Action Summary 



Application No. 

09/684,017 



Applicant(s) 

ZUCHERMAN ET AL. 



Examiner Art Unit 

, Julian W. Woo I 3731 

The MAILING DATE of this communicati on appears on the cover sheet with the correspondence address ■ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- E^nsfons oftime may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be tan* filed 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I) 13 Responsive to communication® filed on 3/35/02 . 

2a)D This action is FINAL. 2t>M This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters prosecutior , as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) [3 Claim(s) 90-113 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EI rlQi ™f c ) 0^0^, 101.103 and 105-113 is/are rejected. 

7) I3 Claim(s) 99. 100 and 104 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

II) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1) E Notice of References Cited (PTO-892) O □ Interview Summary (PTCM1 3) Paper No(s) . 

2) E Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Apphcafon (PTO-152) 

3) |3 Information Disclosure Statement(s) (PTO-1449) Paper No(s) £M . 6) □ Other: 
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DETAILED ACTION 
Claim Objections 

1 . Claims 94 and 1 1 3 are objected to because of informalities, which can be 
corrected as follows: In claim 94, line 5, "is" should be deleted. In claim 113, line 4, 
"processes" should be replaced by -process-. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 106 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. In line 2, "said removing step" lacks antecedent basis. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) do not apply to the examination of this application as the application 
being examined was not (1) filed on or after November 29, 2000, or (2) voluntarily 
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published under 35 U.S.C. 122(b). Therefore, this application is examined under 35 
U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

5. Claims 90-98, 101, and 109-113 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Breard (5,01 1,484). With respect to claims 90-92, Breard discloses, in 
col. 2, lines 9-15; col. 3, line 14-31; col. 4, lines 10-28; and figures 1-5; a method for 
stabilizing a spinous process (A) relative to another spinous process, where a device (1) 
is introduced between and conformed to the processes. Also with respect to claims 91 , 
92, and 98, the pre-formed device is made of an elastic or resilient material with a 
shape memory (polytetrafluoroethylene or PTFE) and has a cantilevered configuration 
(at lips, 4 and 5), which can be made to conform to a process in-situ with the artificial 
ligament (L). With respect to claims 93, 94, and 101 the device has cavities (2, 3, 8) 
fillable with materials, such as the artificial ligament or portions of the spinous 
processes. With respect to claims 95-97 and 1 09-1 1 1 : Since the device is made of 
PTFE, it inherently provides shock-absorbing, compressible surfaces, which dampen 
motion of the processes and spread forces in contact with the device. With respect to 
claims 1 12 and 1 1 3, figures 6 and 7 disclose the introduction of a device (1 a) between 
spinous processes without alteration of the processes. 

6. Claims 102, 103, 105, 106, and 108 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Kuslich (5,549,679). Kuslich discloses, in figure 12 and in col. 9, 
lines 41-52, the introduction of a device (146) in the vicinity of or about spinous 
processes, where the device has a first, loose configuration and a second, rigid 
configuration; and where the device is not connected to the processes. 
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Claim Rejections - 35 USC § 103 



7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skijl in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 105 and 107 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kuslich. Kuslich discloses the invention substantially as claimed, but does not 
specifically disclose an introduction tool in the method; nor does Kuslich disclose a 
device with a first temperature in a first configuration and a second temperature in a 
second configuration. However, it would have been obvious to one having ordinary skill 
in the art at the time the invention was made, to apply an introduction tool (e.g., forceps) 
to insert an adjust Kuslich's device in a patient. An introduction tool provides a 
convenient means to manipulate the device in a confined surgical environment. Also, it 
would be obvious to render the device with a first temperature in a first configuration 
and a second temperature in a second configuration. The first temperature of the loose, 
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device materials (see col. 12, lines 16-23) can be room temperature or at a refrigerated 
temperature before its introduction into a patient, while the second temperature of 
rigidified materials can be body temperature after introduction of the device in a patient. 

Allowable Subject Matter 

9. Claims 99, 1 00, and 1 04 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

1 0. The following is a statement of reasons for the indication of allowable subject 
matter: None of the prior art of record, alone or in combination, discloses a method of 
stabilizing a spinous process relative to another spinous process, where the method 
includes the introduction of a device between the processes, and where the device is 
made of a material which changes shape or is reconfigured, while it is between the 
processes. 

As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1 . 1 1 1 (b) and MPEP § 707.07(a). 

Conclusion 

1 1 . The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Lumb et al. (3,648,691 ) and Kapp et al. (4,554,914) teach 
devices for attachment to spinous processes. Sava (5,658,286) teaches a device 
fillable with a material for spinal fixation. 
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12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (703) 308- 
0421. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael J. Milano can be reached at (703) 308-2496. 

General inquiries relating to the status of this application should be directed to 
the Group receptionist at (703)308-0858. The FAX number is (703)872-9302. 




Julian W. Woo 
Patent Examiner 



July 16, 2002 



